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INTERVIEW SUMMARY 



Sir: 



An interview in the nbovc- referenced mailer occurred on February 8, 2005 between 
Examiner Jiang and Applicants representatives Murray Spruill and Kelly Williamson. 
Applicants provide below a summary of the interview. 

The Amendment and Response filed on February 1 , 2005 was discussed. Specifically, 
claims 1-13 and 1 5-20 were discussed in view of the inherency rejections under 35 U.S.C. §102. 

1. Applicants emphasized that Roof et ui (1 997) and Roof at al (1 992) do not 

anticipate claims 1 -1 3 and 1 5-20. Both Roof et aL references disclose the administration 
of progesterone to a subject. In contrast, the claims of the instant invention recite the 
administration of a pharmaceutical composition comprising allopregnanolone. As neither 
of the Roof et al. references administers this pharmaceutical composition, claims 1-13 
and 15-20 are novel. 

To expedite prosecution, the Examiner proposed amending claim 1 to more 
clearly recite that the pharmaceutical composition being administered comprised an 
effective amount of allopregnanolone. 
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Applicants emphasized that Gee et ai (RE 35,517) does not teach the 
administration or allopregnanolone lo the same patient population as set forth in claims 1- 
7, 13 and 16-17 and does not anticipate the claims. 

Gee et ai suggests methods oTmodulating bruin excitability lo alleviate stress, 
anxiety, and seizure activity. However, the claims of the instant invention are drawn to 
"a method of treating a t raumatic central nervous system injury*" (claims 1-15), and Ck a 
method of decreasing neurodegeneration on a population of cells in a subject following a 
traumatic injury to the central newoi4s system" (claims 1 6-20). It was discussed that 
page 6, lines 1 7-23 of the specification recites, "[a] traumatic injury to the CNS is 
characterized by a physical impact to the central nervous system." Gcc et ai does not 
teach or suggest administering any progesterone metabolite to a subject following a 
traumatic injury (i.e., physical impact) to the CNS. The claims of the instant invention 
are not inherently taught by Gee et at, 

To expedite prosecution, the Examiner proposed amending claim 1 to more 
clearly recite the patient population being treated. 

Applicants emphasized that Tauboll et ai (1993) does nol teach the 
administration of allopregnanolone to the same patient population as set forth in claims 1 - 
7 and 12-1 3 and does not anticipate the claims. 

Tauboll et al. teach that administration of allopregnanolone increases the seizure 
threshold in a dose dependant manner when seizures were produced via an electrical 
stimulation in the primary visual cortex of a cat. The cats employed by Tauboll et ai did 
not suffer a "physical impact" and accordingly, the reference docs not teach the 
administration of allopregnanolone following a traumatic injury as recited in claims 1-7 
and 12-13. Once again, the patient population being treated by Tauboll et ai is not the 
same as the patient population recited in the instant claims. 

To expedite prosecution, the Examiner proposed amending claim 1 to more 
clearly recite the patient population being treated. 
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Jn view of the Examiner's suggestions, it was agreed a supplemental amendment would 



It is not believed that extensions of time or fees for net addition of claims are required, 
beyond those, which may otherwise be provided for in documents accompanying this paper- 
However, in the event that additional extensions of time are necessary to allow consideration of 
this paper, such extensions are hereby petitioned under 37 CFR § 1. 136(a), and any fee required 
therefore (including fees for net addition of claims) is hereby authorized to be charged to Deposit 
Account No. 16-0605. 



he filed in Response to the Office Action of November 4, 2005. 
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